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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 01/03/06 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 67-70 and 72-78 is/are pending in the application. . 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 67,69-70,72-78 is/are rejected. 

7) E3 Claim(s) 68 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 


Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 


U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 
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Art Unit: 3763 

DETAILED ACTION 
Response to Amendment 

With respect to the specification objection, applicant is requested to specifically 
point out the element or combination of elements for the means for utilizing the fluid. 
Although the drawing and the specification were as originally filed, the terminology of 
the "means for utilizing the fluid" was not as originally filed. Applicant appears to be 
changing the meaning of the " means for fracturing " which was originally claimed with 
the " means for utilizing" now being claimed. However, this is considered to be new 
matter. The objection and rejection to the " means for utilizing will be maintained. 

Higashikawa reference has been withdrawn under 35 USC 102(b). 

Specification 

The disclosure is objected to because of the following informalities: It is the 
Examiner's position that Applicant has evoked sixth paragraph, means-plus-function 
language to define Applicant's invention. Therefore the Examiner requires the Applicant 
to amend the specification pursuant to 37 CFR 1.75(d) and MPEP 608.01 (o) to explicitly 
state, with reference to the terms and phrases of the claim element, what structure, 
materials, and acts perform the function recited in the claim element. Please note that 
the MPEP clearly states, "Even if the disclosure implicitly sets forth the structure, 
materials, or acts corresponding to the means-(or step-) plus-function claim element in 
compliance with 35 U.S.C. 1 12, first and second paragraphs, the PTO may still require 
the applicant to amend the specification pursuant to 37 CFR 1.75(d) and MPEP 
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608.01(o)...". (Also see MPEP 2181 (Rev. 1, Feb.2000)) Wolfensperger, 302 F.2d at 
955, 133 USPQ at 542. ( i.e. Means for utilizing and means for controllably releasing 
the fluid and a means for directing released fluid). Appropriate correction is required. 

Applicant is required to update the status and patent number of the parent 
application in the first paragraph of the specification since domestic priority is claimed. 

Claim Objections 

Claims 67-74 are objected to because of the following informalities: It is the 
Examiner's position that Applicant has evoked sixth paragraph, means-plus-function 
language to define Applicant's invention. Therefore the Examiner has objected to the 
claims for the reasons set forth above in the objection to the specification, (i.e. "means 
for utilizing the fluid" . 

Appropriate correction is required. 

Claim Rejections -35USC§112 

Claim 67 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The means for utilizing fluid to rupture at least a 
portion of the at least one seal was not disclosed in the parent application 09/960,833 
or in this present application as originally filed. The claims have been interpreted in the 
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broadest sense that has been best understood by the Examiner. There is no support 
for this term as originally filed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 67,69-70,72-73,75-78 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Brown (U.S. Patent No. 5,377,874). 

BroWn discloses a sealed fluid chamber having a cavity which is at least partially 
defined by at least one seal and capable of holding fluid therein , a means for utilizing 
the fluid (see figs. 1-13), a means for controllably releasing a liquid (the pressure 
applied by user or the sphere 18). See abstract, col. 1 , lines 9-14, and cols. 4-7. Brown 
discloses a first and second seal (or a first and second region of attachment) which is at 
either end of the cavity. Another interpretation of the seal/ region is the inside/internal 
and the outside/external of the seal. The top and bottom surfaces can be considered 
the upright position or the flat position of the fluid reservoir. The pinch point is 
considered to be the internal crimp of the seal in the broadest interpretation. The at 
least one seal at 16 is shown to have a first attachment which is weaker than a second 
attachment . The center region where the attachment is minimal is considered to be 
weaker than the external edge which is thicker. Further, another interpretation could be 
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that the end 16 as whole is weaker than the opposite end which has a thicker crimped 
attachment region. 

Claims 67,69-70,72-73, 75-78 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ness (U.S. Patent No. 5,377,874). 

Ness discloses a sealed fluid chamber having a cavity and means for utilizing 
(see figs. 1-18), a means for controllably releasing a liquid and a means for directing the 
fluid. See abstract, cols. 2-5. Ness discloses a first and second seal (or a first and 
second region of attachment) which is at either end of the cavity. Another interpretation 
of the seal/ region is the inside/internal and the outside/external of the seal. Ness 
discloses a top and bottom surface and a pinch point at the attachment region. In the 
same respect as the Brown reference, Ness has a weaker attachment region at the 
distal portion than the proximal region where the attachment region is larger. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 74 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brown 
(USPN 5,377,874). 

Claim 74 is rejected under 35 U.S.C. 103 as being unpatentable over Brown 
(U.S. Patent No. 5,377,874) or Ness (U. S. Patent No. 4,258,863). 
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Brown or Ness discloses the invention substantially as claimed. The device is 
considered to have the seals concentric since it would share a common axis. However, 
Brown or Ness does not disclose the reservoir having different geometrical shapes. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the geometrical shapes as is well known in the art. Since the 
instant disclosure describes the geometrical patterns of the reservoir as being merely 
preferable and does not describe it as contributing any unexpected result to the medical 
device it would have been obvious to one of ordinary skill in the art. As such, the 
claimed different geometrical shapes are merely an engineering choice of design 
lacking in any criticality, and it would have been prima facie obvious to one of ordinary 
skill in the art at the time the invention was made to make the effective different shapes/ 
geometries of the reservoir. 

See MPEP 2144.04. In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 1966). 

Response to Arguments 

Applicant's arguments filed 01/03/06 have been fully considered but they are not 
persuasive. Applicant has not overcome the prior art of record with the limitations 
presently claimed in the independent claim 67. Claim 68 is however objected to as 
being allowable since the prior art of record does not disclose a release reservoir 
adjacent the fluid reservoir. The prior art of record disclose only a single or one 
reservoir. Applicant appears to arguing more narrow than claimed with respect to 
claims 67 and 75 since there is no claim limitation of the release reservoir. In fact , claim 


Application/Control Number: 1 0/054,71 3 Page 7 

Art Unit: 3763 

75 and its dependent claims have not even been amended. The weaker attachment 
region has been explained in the rejection above. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See-/n re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, there appears to 
be no criticality to the shapes of the fluid reservoir. It appears to be ornamental in 
design. Further, changes in reservoir shapes would allow for varying in the size and 
volume of the reservoir which is well known to one of ordinary skill in the art of making 
reservoirs. 

Allowable Subject Matter 

Claim 68 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LoAn H. Thanh whose telephone number is (571) 272- 
4966. The examiner can normally be reached on Mon. - Fri. (First Friday off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nick Lucchesi can be reached on (571) 272-4977. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). ^ 
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Primary Examiner 
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